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§21.10

this part. Employees of regulated busi-
ness enterprises are considered individ-
uals. Accordingly, physicians and other
health professionals who are engaged
in business as proprietors of establish-
ments regulated by the Food and Drug
Administration are not considered in-
dividuals; however, physicians and
other health professionals who are en-
gaged in clinical investigations, em-
ployed by regulated enterprises, or the
subjects of records concerning their
own health, e.g., exposure to excessive
radiation, are considered individuals.
Food and Drug Administration employ-
ees, consultants, and advisory com-
mittee members, State and local offi-
cials, and consumers are considered in-
dividuals.

(b) Records about individuals means
items, collections, or groupings of in-
formation about individuals contained
in Privacy Act Record Systems, includ-
ing, but not limited to education, fi-
nancial transactions, medical history,
criminal history, or employment his-
tory, that contain names or personal
identifiers.

(c) Privacy Act Record System means a
system of records about individuals
under the control of the Food and Drug
Administration from which informa-
tion is retrieved by individual names or
other personal identifiers. The term in-
cludes such a system of records wheth-
er subject to a notice published by the
Food and Drug Administration, the De-
partment, or another agency. Where
records are retrieved only by personal
identifiers other than individual
names, a system of records is not a Pri-
vacy Act Record System if the Food
and Drug Administration cannot, by
reference to information under its con-
trol, or by reference to records of con-
tractors that are subject to this part
under §21.30, ascertain the identity of
individuals who are the subjects of the
records.

(d) Personal identifiers includes indi-
vidual names, identifying numbers,
symbols, or other identifying designa-
tions assigned to individuals. Personal
identifiers does not include names, num-
bers, symbols, or other identifying des-
ignations that identify products, estab-
lishments, or actions.

(e) Personnel records means any per-
sonal information maintained in a Pri-
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vacy Act Record System that is needed
for personnel management programs or
processes such as staffing, employee
development, retirement, and griev-
ances and appeals.

(f) Department means Department of
Health and Human Services.

§21.10 Policy concerning
about individuals.

Information about individuals in
Food and Drug Administration records
shall be collected, maintained, used,
and disseminated so as to protect the
right to privacy of the individual to
the fullest possible extent consistent
with laws relating to disclosure of in-
formation to the general public, the
law enforcement responsibilities of the
agency, and administrative and pro-
gram management needs.

Subpart B—Food and Drug Ad-
ministration Privacy Act
Record Systems

records

§21.20 Procedures for notice of Food
and Drug Administration Privacy
Act Record Systems.

(a) The Food and Drug Administra-
tion shall issue in the FEDERAL REG-
ISTER on or before August 30 of each
year a notice concerning each Privacy
Act Record System as defined in
§21.3(c) that is not covered by a notice
published by the Department, the Of-
fice of Personnel Management, or an-
other agency.

(b) The notice shall include the fol-
lowing information:

(1) The name and location(s) of the
system.

(2) The categories of individuals
about whom records are maintained in
the system.

(3) The categories of records main-
tained in the system.

(4) The authority for the system.

(5) BEach routine use of the records
contained in the system (i.e., use out-
side the Department of Health and
Human Services that is compatible
with the purpose for which the records
were collected and described in the no-
tice) including the categories of users
and the purposes of such use.

(6) The policies and practices of the
Food and Drug Administration regard-
ing storage, retrievability (i.e., how the
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